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REMARKS 

Reconsideration and allowance of the above-referenced 
application are respectfully requested. 

Claim 12 has been cancelled, and claims 1 and 8 have 
been amended. In particular, it is believed that the 
amendment to claim 8 overcomes the Examiner's objection 
relating thereto. 

Additionally, Applicants attorney appreciates the 
Examiner's acknowledgement that several of the Section 
102(b) and Section 103(a) rejections have been withdrawn. 

Rejection of Claims 1-7 Under 35 U.S.C. 112, Second 
Paragraph , 

The Examiner has rejected claims 1-7 under Section 
112, second paragraph as being indefinite for failing to 
particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

In response, Applicants submit that the Examiner's 
concerns, giving rise to the rejection, have been 
adequately addressed by the amendments to claim 1 shown 
above. (Additionally, the Examiner is respectfully 
requested to review Example VIII of the application that 
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discusses how the combination assay is carried out and the 
generation of only one signal.) 

In view of the above, it is submitted that the Section 
112, second paragraph rejection of claims 1-7 has been 
overcome and should be withdrawn accordingly. 

Rejection of Claims 3 and 10 Under 35 U.S.C. 112, First 
Paragraph 

The Examiner has rejected claims 3-10 under Section 
112, first paragraph, as containing subject matter which 
was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the 
invention. 

The Examiner' s Position 
The Examiner requests that Applicant point out where 
each of the cell lines 107-35-54 (referred to as H35C54) , 
110-81-17, 13-975-157 and 14-1350-210 and corresponding 
ATCC numbers are disclosed in U.S. Patent No. 5,753,430. 
The Examiner contends that it is not readily apparent that 
the designations and deposited material of the issued 
patent are the same as the cell lines recited in the claims 
and specification of the instant application. 
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The Applicants' Position 
In response, Applicants submit that the deposit 
relating to hybridoma cell line 107-35-53 (also referred to 
as H35C54) is described in col. 2, lines 54-55 of U.S. 
Patent No. 5,753,430. The deposit relating to cell line 
110-81-17 (also referred to as H81C17) is described in col. 
2, lines 52-53 of U.S. Patent No. 5,753,430. Further, the 
deposit relating to cell line 13-975-157 is described in 
col. 2, lines 61-62 of U.S. Patent No. 5,753,430, and the 
deposit relating to cell line 14-1350-210 is described in 
col. 2, lines 64-66 of U.S. Patent No. 5,753,430. 

In view of the above, it is submitted that the 
rejection of claims 3 and 10 under Section 112, first 
paragraph has been overcome and should be withdrawn 
accordingly. 

Rejection of Claims 13 and 14 Under 35 U.S.C. 102(e) 

The Examiner has rejected claims 13 and 14 under 
Section 102(e) as being anticipated by U.S. Patent 
Publication No. 2002/0192639 Al (Chien et al . ) 

The Examiner's Position 
The Examiner contends that Chien et al . disclose kits 
comprising an HCV antigen and an HCV antibody coated on a 
single solid phase and conjugates comprising a signal- 
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generating compound, anticipating the claimed subject 
matter . 

The Applicants' Position 
Applicants respectfully submit that, as evidenced by 
the attached Rule 131 Declaration, the invention claimed in 
claims 13 and 14 was conceived of and reduced to practice 
prior to the filing date of the Chien et al . patent 
publication (i.e., June 14, 2001). Thus, the Section 
102(e) rejection has been overcome and should be withdrawn 
accordingly. 

Rejection of Claims 13 and 14 Under 35 U.S.C. 102(e) 
The Examiner has rejected claim 13 and 14 under 
Section 102(e) as being anticipated by U.S. Patent 
Publication No. 2003/0049608 Al (Bahl et al . ) . 

The Examiner' s Position 
The Examiner contends that Bahl et al . disclose kits 
comprising an HCV antigen and an HCV antibody coated on a 
single solid phase and conjugates comprising a signal - 
generating compound, anticipating the claimed subject 
matter. 

The Applicants' Position 
Applicants respectfully submit that, as evidenced by 
the attached Rule 131 Declaration, the invention claimed in 
claims 13 and 14 was conceived of and reduced to practice 
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prior to the filing date of the Bahl et al . patent 
publication (i.e., March 28, 2002). Thus, the Section 
102(e) rejection has been overcome and should be withdrawn 
accordingly. 

Rejection of Claims 13 and 14 Under 35 U.S.C. 102(e) or 35 
U.S.C. 103 (a) 

The Examiner has rejected claims 13 and 14 under 
Section 102 (e) as being anticipated by or, in the 
alternative, under Section 103(a) as obvious over U.S. 
Patent Publication No. 2002/0173493 Al (Aoyagi et al . ) . 

The Examiner's Position 

The Examiner contends that the composition of Aoyagi 
comprising a container containing an HCV antigen and an HCV 
antibody coated on a solid phase and a conjugate comprising 
a signal -generating compound is believed to anticipated the 
subject matter of claims 13 and 14, although not explicitly 
referred to as a kit, but if not, it would have been 
obvious to package the composition in the form of a kit as 
is conventionally done for reasons of convenience and 
economy. 

The Applicants' Position 
Applicants respectfully submit that, as evidenced by 
the attached Rule 131 Declaration, the invention claimed in 
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claims 13 and 14 was conceived of and reduced to practice 
prior to the filing date of the Aoyagi et al . patent 
publication (i.e., April 26, 2002). Thus, the Section 
102(e) rejection has been overcome and should be withdrawn 
accordingly. 

Further, due to the information presented in the Rule 
131 Declaration related to conception and reduction to 
practice prior to the filing date of the Aoyagi et al . 
document, it is submitted that the Declaration also 
overcomes the alternative Section 103(a) rejection, as the 
document cannot serve as a basis for the rejection. Thus, 
the Section 103(a) rejection has also been overcome and 
should be withdrawn accordingly. 

In view of the above, it is submitted that the 
rejection of claims 13 and 14 under Section 102(e) as 
anticipated by or, in the alternative, under Section 103 (a) 
as obvious over Aoyagi have been overcome and should 
therefore be withdrawn. 

Rejection of Claims 8-11 and 15 Under 35 U.S.C. 103(a) 

The Examiner has rejected claims 8-11 and 15 under 
Section 103(a) as being unpatentable over Aoyagi et al . 
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The Examiner's Position 
The Examiner contends that the method of Aoyagi et al . 
differs from the claimed method only by exemplifying the 
use of an enzyme label in place of a chemiluminescent 
label. Thus, the Examiner alleges that it would have been 
obvious to one of ordinary skill in the art, based on the 
teachings of Aoyagi, to have used a chemiluminescent label 
because Aoyogi teaches that any conventional label may be 
used. 

The Applicants' Position 
Due to the information presented in the Rule 131 
Declaration related to conception and reduction to practice 
of the subject matter of claims 8-11 and 15, prior to the 
filing date of the Aoyagi et al . document, it is submitted 
that the Aoyagi et al . document must be eliminated as a 
basis for a Section 103(a) rejection. Thus, the cited 
Section 103(a) rejection has been overcome and should be 
withdrawn accordingly. 

Rejection of Claims 8-11 and 15 Under 35 U.S.C. 103(a) 

The Examiner has rejected claims 8-11 and 15 under 
Section 103(a) as being unpatentable over Chien et al . 
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The Examinees Position 

The Examiner alleges that it would have been obvious 
to one of ordinary skill in the art, based on the teachings 
of Chien, to have detected both HCV antigen and antibody 
simultaneously, using a single solid phase coated with HCV 
antibody and HCV antigen and antibody- chemiluminescent 
compound conjugates to a generate a detectable signal since 
Chien exemplifies an assay using the same format as claimed 
and suggests the use of a chemiluminescent label . 

The Applicants' Position 

It is submitted that the information presented in the 
Rule 131 Declaration related to conception and reduction to 
practice of the subject matter of claims 8-11 and 15, prior 
to the filing date of the Chien et al. document, 
establishes that this document must also be eliminated as a 
basis for a Section 103(a) rejection. Thus, the cited 
Section 103 (a) rejection has been overcome and should be 
withdrawn accordingly. 

Rejection of Claims 8-12, 14 and 15 (now claims 8-11, 14 
and 15) Under 35 U.S.C. 103(a) 

The Examiner has rejected claims 8-12, 14 and 15 (now 

claims 8-11, 14 and 15, due to the cancellation of claim 
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12) under Section 103(a) as being unpatentable over Bahl et 
al . in view of Chien et al . 

The Examiner's Position 

The Examiner contends that it would have been obvious 
to one of ordinary skill in the art to have substituted a 
chemiluminescent label as taught by Chien for the 
exemplified enzyme of Bahl et al . because Bahl et al . 
requires only a "detectable label" and because Chien 
teaches that any conventional label, including a 
chemiluminescent label, can be used in an HCV antigen- 
antibody combination assay. 

The Applicants' Position 

As noted above, the information presented in the ^Rule 
131 Declaration related to conception and reduction to 
practice of the subject matter of claims 8-12, 14 and 15, 
prior to the filing dates of both Bahl et al . and Chien et 
al . documents, eliminates both documents as a basis for a 
Section 103(a) rejection. Thus, the cited Section 103(a) 
rejection has been overcome and should be withdrawn 
accordingly. 

Rejection of Claims 12, 14 and 15 (now claims 14 and 15) 
under 35 U.S.C. 103(a) 

The Examiner has rejected claims 12, 14 and 15 (now 

claims 14 and 15, due to the cancellation of claim 12) 
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under Section 103 (a) as being unpatentable over Dawson et 
al . in view of Masalova et al . 

The Examiner 7 s Position 
The Examiner contends that Dawson et al . disclose co- 
detection of HCV core antigen and HCV antibodies in a 
chemiluminescent assay but do not specifically disclose a 
solid-phase immunoassay format, the use of HCV core 
monoclonal antibodies, or kits. Additionally, the Examiner 
asserts that Masalova et al . disclose the use of a solid- 
phase immunoassay format for sandwich immunoassays. Thus, 
the Examiner alleges that, while Dawson nor Masalova 
specifically disclose kits, it would have been obvious to 
one of ordinary skill in the art, at the time the invention 
was made, to package two solid phase components to be used 
together in the form of a kit for reasons of convenience 
and economy and that such components are necessarily kept 
in containers. 

The Applicants' Position 

The Applicants respectfully traverse the rejection of 
claims 12, 14 and 15 (now claims 14 and 15) under Section 
103(a) as being obvious over Dawson et al . in view of 
Masalova et al . 

It is submitted that Dawson et al. disclose the "co- 
detection" of HCV antibodies and HCV antigens; however, 
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Dawson et al . certainly do not disclose or suggest the use 
an HCV antigen and an HCV antibody, both coated on one 
solid phase , in a simultaneous detection method or single 
assay system designed to detect both HCV antigen and HCV 
antibody in a test sample. Further, Dawson et al . do not 
disclose the use of an additional component which is a 
conjugate comprising a signal-generating compound attached 
to an antibody (see present claim 14) , wherein the signal- 
generating compound may be acridinium (see present claim 
15), as in the claimed invention. Rather, Dawson et al . 
disclose the detection of both HCV antigens and HCV 
antibodies, by use of separate assays, after seroconversion 
has occurred. 

Further, as noted previously, it is submitted that 
the Masalova et al . reference does not remedy the 
deficiencies present in Dawson et al . In particular, 
Masalova et al . disclose the detection of HCV core protein 
using a monoclonal antibody sandwich enzyme immunoassay. 
Masalova et al . , however, do not disclose or suggest an 
immunoassay involving detection of both HCV antigen and HCV 
antibody by use of an HCV antigen and HCV antibody, both 
attached to the solid phase, as well as a conjugate, in a 
single assay system. 
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In view of the above, it is submitted that the Section 
103(a) rejection of claims 14 and 15 over Dawson et al . in 
view of Masalova et al . has been overcome. One of ordinary- 
skill in the art certainly would not have been motivated to 
have created the claimed invention based upon the teachings 
or suggestions of Dawson et al . , either alone or in 
combination with Masalova et al . The claimed invention is 
not rendered obvious, and the rejection should therefore be 
withdrawn. 

In conclusion, it is believed that the subject 
application is in condition of allowance and Notice to that 
effect is respectfully requested. 

Should any questions arise concerning the above, the 
Examiner is respectfully requested to contact the 
undersigned at the telephone number listed below. 




23492 

ABBOTT LABORATORIES 
Telephone: (847) 93 5-172 9 
Facsimile: (847) 93 8-2 623 


Respectfully submitted, 
D. Shah, et al . 



Cheryl L v . Becker 
Registration No. 35,441 
Attorney for Applicants 
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MARKED UP VERSION OF CLAIMS SHOWING CHANGES MADE 

IN THE CLAIMS: 

Please amend claims 1, 8 and 12 as follows: 

1. (amended) A method of simultaneously detecting at 
least one Hepatitis C Virus (HCV) antigen and at least 
one HCV antibody in a test sample comprising the steps 
of : 

(a) contacting said test sample with [a mixture of] : 

1) at least one HCV antigen or portion thereof 
coated on a solid phase, for a time and under conditions 
sufficient for the formation of antibody/antigen 
complexes [, presence of said antibody /antigen complexes 
indicating presence of said at least one HCV antibody in 
said test sample] ; and 

2) at least one antibody to HCV or portion thereof 
coated on said solid phase, to which said at least one 
HCV antigen or portion thereof is also coated, for a time 
and under conditions sufficient for the formation of 
antigen/ antibody complexes [ , ] ; and 

(b) detecting the presence of said antibody/antigen 
complexes, presence of said antibody/antigen complexes 
indicating presence of said at least one HCV antibody in 
said test sample and detecting presence of said 
antigen/antibody complexes , presence of said 

antigen/ antibody complexes indicating presence of said at 
least one HCV antigen in said test sample. 
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8. (twice amended) A method for simultaneously 
detecting the presence of at least one HCV antigen and at 
least one HCV antibody in a test sample comprising the 
steps of: 

t a ) J (a) contacting said test sample with: 1) at 
least one HCV antigen or portion thereof coated on a 
solid phase, for a time and under conditions sufficient 
for the formation of antibody/ antigen complexes and 2) at 
least one HCV antibody or portion thereof coated on said 
solid phase, for a time and under conditions sufficient 
for the formation of antigen/antibody complexes; 

[b) ] (b) adding a conjugate to the resulting 
antibody/ antigen complexes of (a) (1) for a time and under 
conditions sufficient to allow said conjugate to bind to 
the bound antibody in (a) (1) , wherein said conjugate 
comprises a second antibody attached to a 
chemiluminescent compound capable of generating a 
detectable signal^ and simultaneously adding a second 
conjugate to the resulting antigen/antibody complexes of 
(a) (2) for a time and under conditions sufficient to 
allow said conjugate to bind to the bound antigen in 

(a) (2) , wherein said conjugate comprises a third antibody 
attached to said chemiluminescent compound capable of 
generating a detectable signal; and 

[c) ] (c) detecting [said] a single generated signal, 
presence of said signal indicating presence of said at 
least one HCV antigen, at least one HCV antibody, or 
both, in said test sample. 
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14. (twice amended) The kit of [claim 12 or] claim 
3 further comprising at least one conjugate comprising a 
ignal -generating compound attached to an antibody. 
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Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir : 



We, GEORGE J. DAWSON and LILY JIANG, citizens of the 
United States of America and residents of Libertyville, 
Illinois and Mundelein, Illinois, respectively, do declare 
and say that : 

We are co- inventors of the above -referenced 
application for patent filed on June 26, 2001. 


In the Office Action of April 29, 2003, claims 13 and 
14 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Chien et al . (U.S. Patent Publication No. 2002/0192639 
Al) . Additionally, claims 13 and 14 are rejected under 35 


U.S.C. 102(e) as being anticipated by Bahl et al . 
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(U.S. Patent Publication No. 2003/0049608 Al). Further, 
claims 13 and 14 are rejected under 35 U.S.C. 102(e) as 
anticipated by or, in the alternative, under 35 U.S.C. 
103(a) as obvious over Aoyagi et al. (U.S. Patent 
Publication No. 2002/0173493 Al) . Additionally, claims 8- 
11 and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Aoyagi et al. (U.S. Patent Publication 
No. 2002/0173493 Al) . Further, claims 8-11 and 15 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chien et al. (U.S. Patent Publication No. 2002/0192639 Al) . 
Also, claims 8-12, 14 and 15 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Bahl et al. (U.S. Patent 
Publication No. 2003/0049608 Al) in view of Chien et al. 
(U.S. Patent Publication No. 2002/0192639 Al) . 

We, along with our co-inventors, conceived and reduced 
to practice, the invention claimed in claims 13 and 14 
prior to the filing date of Chien et al. (i.e., June 14, 
2001), prior to the filing date of Bahl et al. (i.e., March 
28, 2002) and prior to the filing date of Aoyagi et al. 
(i.e., April 26, 2002). Further, we, along with our co- 
inventors, conceived and reduced to practice the invention 
claimed in claims 8-11 and 15 prior to the filing date of 
Aoyagi et al. (i.e., April 26, 2002) and prior to the 
filing date of Chien et al. (i.e., June 14, 2001). 
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Additionally, we, along with our co-inventors, conceived 
and reduced to practice the invention claimed in claims 8- 
12, 14 and 15 prior to the filing date of Bahl et al. 
(March 28, 2002) as well as Chien et al. (i.e., June 14, 
2001) . These assertions are evidenced by the following: 

Attached Exhibit A illustrates that, prior to June 14, 
2001 (i.e., the filing date of Chien et al. and the 
earliest filing date of the documents cited above) , we, 
along with our co-inventors, developed a method for the 
simultaneous detection of HCV antigens and HCV antibodies 
in a test sample. In particular, as evidenced by Exhibit 
A, in one embodiment, the HCV antigens were to be captured 
on a solid phase, and then the captured antigens were be 
detected with an antibody (e.g., monoclonal antibody) 
labeled with a reporter molecule. Further, the solid phase 
was to be coated with various HCV proteins (e.g., NS3, NS4 
and fragments of the core protein) in order to capture HCV 
antibodies. The antibodies would then be recognized by a 
second antibody (e.g., goat anti-human IgG) labeled with a 
reporter molecule. 

Further, Exhibit A also illustrates a schematic view 
of the assay. In particular, the figure establishes how 
the antibodies in the test sample are to be detected as 
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well as how the core antigens are to be detected using 
conjugated monoclonal antibodies. 

Exhibit B illustrates that prior to the June 14, 2001 
filing date of Chien et al., we, along with our co- 
inventors, carried out the assay and obtained positive 
data. In particular, Exhibit B illustrates various 
reagents used in the assay (i.e., those coated on the solid 
phase) and evidences that upon running the assay, results 
were obtained indicating that one could detect HCV antigen 
and HCV antibody simultaneously in a sample. 

In summary, the attached Exhibits establish that the 
claimed invention was conceived of and reduced to practice, 
prior to the filing date of Chien et al. (i.e., June 14, .\ 
2001) as well as the subsequent filing dates of Bahl et al . 
and Aoyagi et al. 

Although all the dates on Exhibits A and B have been 
blocked out, such dates are prior to June 14, 2001. 

We declare further that all statements made herein of 
our own knowledge are true and that all statements made on 
information and belief are believed to be true; and further 
that these statements were made with the knowledge that 
willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 
1001 of Title 18 of the United States Code and that such 
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willful false statements may jeopardize the validity of the 
instant application or any patent issuing thereon. 


Respectfully submitted, 



Date 


George hT. Dawson 


s Q7/Iy/o3 


By: 



Jily Jiang 


Date: 
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DESCRIPTION OF PANEL MEMBERS 


NC - negative control - pooled plasma individually screened as negative for HCV antibodies by a 
commercialized assay- Code: 6A52E. Prism HCv Ab Assay Negative Calibrator. 
PC - positive control - pooled anti-HCV positive plasma diluted in negative control . Code: 6A52F. 
Prism HCV Ab Assay Positive Calibrator. 

99800 - Plasma( human) Recaldfied Negative Bulk. 

Panel A - an anti-HCV positive plasma that has been diluted in negative control to provide a mid 
range sample to cutoff in the PRISM antibody assay- 
El 1/20 • an anti-HCV positive sample that has been diluted in negative control • the E2 antibody 
panel was utilized to titrate the potency of HCV E2 antigen coated micro particles 


Promed 9992161 - an antibody positive sample obtained from ProMeOx (Piainville, MA) 


PC JV 16929 - 
PC P JV 17220 


Sero-Tec HCV RNA positive human plasma 
Sero-Tec HCV RNA positive human plasma 


SeraTec Panel members 3-9 - serial bleeds obtained from a plasma donor identified at SeraTec as 
being anti-HCv negative and HCV antigen positive. 

A panel of specimens previously characterized as having antibodies to HCV or being negative for 
antibodies to HCV but positive for HCV RNA and HCV antigens were tested in a preliminary HCV 
combination antibody. antigen test. 

Reagents utilized In combo test 

Microparticles specific for HCV antigen detection (up's coated with C1 1-14 as described on RB: 
67093 page 100 ) and microparticles specific for HCV antibody detection (up's coated with HCV 
recombinant protein HC 31 as described on RB: 68160page 2 ) were blended to produce a solid 
phase that would allow simultaneous detection of HCV antibodies and HCV antigens in a single 
reaction well. (The blended microparticles contained 0.19% solids, representing a mixture of 
0.09% up's coated with C1 1-14 and 0.1 % coated with HC31). The conjugates were also a 
mixture of two separate acridiniurn labeled proteins. Acridinium labeled C1 1-10 was utilized for 
HCV antigen detection (recognizing HCV antigens captured on the C11-14 microparticles) and an 
acridinium labeled monoclonal antibodies against biotin -labeled gaot anti-human IgG (presented as 
a pre-complex - see RB: 52226m301 ) was utilzied to detect human anti-HCV IgG bound to the 
HC-31 coated microparticles. 


Results 

The panel described above was run on 3 different PRISM-based assays. One of the assays detected 
HCV antibodies, a second test detected HCV antigens and a third test (the combo assay) detected 
both HCV antibodies and HCV antigens. 

Sampels have a positive to negative ratio (P/N ) ratio of 3.0 or greater were considered positive. 
The data presented in the table on RB68160page 8 indicate that the combo assay allows detection 
both of antibody positive samples (e.g. panel E2 1/20, ProMed 9992161, PC JV 016929 and PC 
JV 17220) and HCV antigen positive samples (Sera Tec panel members 5-9). Thus, this single 
combo assay performed in a single reaction well detects most of the samples that were positive in 
two separately performed assays, the HCV antibody test and the HCV antigen test. This is the first 
demonstration of a combo HCV antibody / HCV antigen test at Abbott Laboratories, and is the first 
example of the HCV antibody /antigen combo test ideas presented in Redbook 61,959: pages 1-6. 
Other iterations of the HCV combo test will be presented over the next several weeks/months. 
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Title: HCV combo Assay: Blended up and Blended conjugate 

Purpose: To blend the HCV core peptide coated ups. NS3NS4 coated up, d 1-14 coated ups together and e1 1-1 
, aHigG Acr* conjugate together for HCV combo first demonstration. ( 


Materials and Samples 

RB: 681 60001 and 681 6001 1 . 


Preparation: 

Add Avidin 11-28 ( df = 20) and NS3NS4 < df = 1 0) and d 1-1 4 ( 0.09% seradyn) 
Add conjugate c1V10 ( 50ng/ml) and aHigG Acr* ( lOng/m!) 


Results: 


* 


HCV Combo ( 11-28, NS3NS4,c11-14 c11-10, aHigG ) 9 12 

Conclusions: 

The combo assay successfully detected all the Ab pos. samples and Ag positive samples. 


Next Steps: 

Dilute the AhlgG conjugate to 7ng/ml and 2 ng/ml 


1023 

HCV COMBO 11-2B.NS3NS4 
C11-14 C11-10 AHIGG 


N/A 


oa/12/oo 


14:30:02 


L JIANG 


HCV Combo Assay 

Blended ups: HCv Core Bio-11-2B{ Df=20)+ NS3NS4 HCV Ag ( DF=10)+ C11-14(0.09%) 
Conjugate: c11-10(5ong/mt) + aHigG Acr*( 10ng/ml) 
Washes- HCV Ag Assay Transfer: HIV Ag DevlotS, Final wash: HCV Ag final wash prep 671/2000 

SDB: HCV Ab ( 6A52Q) 
S/A ( 1023) configuration: HCV 


PC (Ab) 
PC (Ag) 
PC(Ag) 

E21/20 
ProMed 9990196 
9990164 
9990162 
9990212 
SenvTec panels #3 
4 
5 
6 
7 

e 


SubA 
3454 
5303 
4286 
637 
12480 
11449 

15 
10060 
13925 

956 
2347 
3400 
4673 
4265 
3045 


SubB 
3656 
6014 
3722 
831 
13092 


Mean 
3555 
5656.5 
4005 


12786 


No eonjupate was added 

10060 
13925 
956 
2347 
3400 
4673 
4265 
3045 


pm 

4.84 
7.71 
5.46 

17.42 
15.60 



m 


'Materials: CodefLlstTOesc/Lot see RB: 681 SO 
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1023 e 

BO SEROCONVERSION 


N/A 


09/15/00 11:10:02 L JIANG 


ups Conjugate 
1 1 -28+NS3NS4+C1 1-14 50ng/ml + 7ng/mi 


NC 
E2 ( 1/20) 
PC(Ag) 
9990212 
9996196 
9996164 
Sero-Tec panel #3 

^x-ft-K-?::::::::*^:::-:;':-:-:-:':':: 

IviWK'Miw.V.VAVVL'.VA'.SlV 

5 


:•:•;■:■:«•:■: 
¥?x-:-:-K' 


SubA 
452 
7753 
4462 
7611 
6878 
5133 
1257 


SubB 
456 
7804 
4407 


Mean 
454.00 
7778.50 
4434.50 
7611. 
6878 
5133 
1257 


BBI HCv sero 907 #1 
2 
3 
4 
5 
6 
7 


2870 
4917 
5595 
2707 
2614 
2701 
2343 
4443 
8147 


P/N 

17.13 
9.77 
16.76 
15.15 
11.31 
2.77 


2870 
.4917 
5595 
2707 
2614 
2701 
2343 
4443 
8147 


6.32 
10.83 
12.32 
5.96 
5.76 
5.95 
5.16 
9.79 
17.94 


ups Conjugate 
1 1 -28+NS3NS4+C1 1-14 50ng/ml + 2ng/ml 


NC . 
E2 ( 1/20) 
PC(Ag) 
9990212 
9996196 
9996164 


4 
5 
6 

BBI HCv sero 907 #1 
2 
3 
4 
5 
6 
7 


SubA SubB Mean 

277 246 261.50 

2831 2879 2855.00 

4213 4099 4156.00 

2773 2773 

2249 2249 

1918 1918 

2299 2299 

3002 3002 

5112 5112 

3754 3754 

3363 3363 

2230 2230 

2404 2404 

1743 1743 

2084 2084 

1566 1566 


2ng/ml 

7ng/ml 

P/N 

P/N 

10.92 

17.13 

15.89 

9.77 

10.60 

16.76 

6.60 

15.15 

7.33 

11.31 


2.77 

"8.79 


11.48 

6.32 

19.55 

10.83 

14.36 

12.32 

12.86 

5.96 

8.53 

5.76 

9 19 

5.95 

6.67 

5.16 

7.97 

9.79 

5.99 

17.94 
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